This Page Is Inserted by IFW Operations 
and is not a part of the Official Record 



BEST AVAILABLE IMAGES 

Defective images within this document are accurate representation of 
The original documents submitted by the applicant. 

Defects in the images may include (but are not limited to): 

• BLACK BORDERS 

• TEXT CUT OFF AT TOP, BOTTOM OR S IDES 

• FADED TEXT 

• ILLEGIBLE TEXT 

• SKEWED/SLANTED IMAGES 

• COLORED PHOTOS 

• BLACK OR VERY BLACK AND WHITE DARK PHOTOS 

• GRAY SCALE DOCUMENTS 



IMAGES ARE BEST AVAILABLE COPY. 



As rescanning documents mil not correct images, 
please do not report the images to the 
Image Problem Mailbox. 



PCX 



WOULD INTELLKTUAL PROPERTY ORGANIZATION 
iDten&ttona] Buictu 




INTERNATIONAL APPUCATTON PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT) 



(51) Intenutkmal Plitent Ctsssiflcstkm ^ : 
( A61F2An»2A>6»2A)l 



Al 



(11) Intcrmitional Publication Number: 
(43) Interoatioiial PubUcatkm Date: 



WO 96^4806 

23 May 1996 (23i)5.96) 



(21) Intenutkmal Application Nomben PCT/US9S/ 1 4535 

(22) International nUog Date: 8 November 1995 (08.1 1.95) 



(30) Priority Data: 
08/336,873 



9 November 1994 (09.1 1.94) US 



(71) AppBcul: ADVANCED CARDIOVASCULAR SYSIEKf, 

INC. [US/US]; 3200 Lakeside Drive. Santa Clara, CA 
95052-8167 (US). 

(72) Inventora: BROWN, Ptter, S; 57 Dalma Drive, Mountain 

View, CA 94041 (US). CANNON, James, M., Jr.; 3032 
Cunem W^^ Santa dan, C:a 95051 (US). ORTH, 
Geof!iey, A.; 246 Columbus Street. El (Siarada. CA 94018 
(US). 

(74) Agents: KOENIG, Nathan, P.; Crosby. Heafy, Roach & May, 
1999 Hanison Street, Oakland, CA 94612-3573 (US) et aL 



(81) Designated States: CA, JP, European patent (AT, BE, CH, DE, 
Die ES, PR. GB, GR, EE. IT. LU, MC NL, PT. S^). 



PubUAed 

With international search report, 
B^fijre the expiration of the time limit fiv amending the 
claims and to be republished in the event of the recegit of 
amendments. 



(54) Tide: DEUVERY CATHETER AND CHtAFT FOR ANEURYSM REPAIR 




(57) Abstract 

lliis inventicm provides a graft delivery system and nnediods fc/t its use comprising a prosdietic graft (12) secured to an expandable 
anchoring member, such as a stent (13X by a butt-joint attadiment means (21) to minimize die system's profile. Tbe deliveiy system 
employs a cadteter (11) witti a relatively small diameter shaft (14) for flexibility and a relatively laige diameter (14) delivery base (17) for 
suppordog expansion of die andioring member. Hie butt-joint attachment means comprises any means suitable to secure die graft to die 
andioring member when deployed widiin die patient*s vasculature arxl aDows the anchoring member and graft to expand during deployment 
In a preferred embodiment, the delivery systeiro is configured so diat the expansion of die andiorir>g member puQs the distal end of die 
graft over the proximal end of the anchoring member and the final expansion of die anchoring member seals the distal end of die graft 
(12) between tic proximal end of die anchoring member and die vessel (20). One preferred meti^ of use m to desfiay a second anchoring 
member (31) ooaxially widibi die abeady deployed first andxHing member and ^aft assembly, overlappfaig at least die distal end of die 
graft in order to ftirdm secure die graft and mihimixe flow fay. 
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DELIVERY CATHETER AND GRAFT FOR ANEURYSM REPAIR 

BACKGROUND 

5 This invention relates to the delivery and placement of vascutae grafts, 

and in particular, to a method and system for the repair of abdominal aortic 
aneurysms/ 

An aneurysm is a sac resulting from abnormal dilation of-the artery wall 
and is often associated with arteriosclerotic disease. Unless treated, an 

10 aneurysm can rupture, leading to severe and often fatal hemorrhaging. 

Treating an aortic aneurysm generally involves transplanting a prosthetic graft 
to bridge the affected section of the aorta. Surgical implantation of the graft 
is possible but this treatment causes considerable trauma, results in high 
mortality and morbidity and, even when completely successful, requires a 

15 lengthy recuperation period. Due to the difficulty of the operation, direct 
surgical replacement is even less attractive when it must be performed on an 
emergency basis after the aneurysm has ruptured. 

A less invasive alternative involves the use of a catheter to effect 
Intraluminal delivery of a graft. Prior art graft delivery systems, such as 
20 disclosed in EP 0 461 791 A1 (Barone et al.), employ a graft with expandable 
ponions that anchor the graft in the aorta. Often, the systems use an 
inflatable balloon on the delivery catheter to expand the anchoring portion of 
the graft as disclosed in United States Pat. No. 5,275,622 (Lazarus et aL) 
which is hereby incorporated in Its entirety by reference thereto. This latter 
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example r quir s the use f e bulky capsule to st re the graft and a 

compiicat d pushrod system to deploy the graft. 

The success of a percutaneous vessel repair depends in large part on 

getting the graft to the location of the vasculature In need of repair and 
5 deploying the graft effectively. A difficulty associated with graft deployment 

is blood flow-by which occurs when blood can pass between the graft and 

the patient's vessel, bypassing the graft. 

Although the referenced prior art systems and others employ many 

different stent and graft configurations, none are conipleteiy satisfactory. 
10 The principle limitation of the prior art systems is their size. They typically 

require a delivery catheter having a diameter of approximately 28-30 French 

(9.3 to 10 mm). Although it is desirable to introduce grafts through the 

femoral artery. Its inner diameter is only about 4 to 6 mm. Thus, the size of 

the prior art devices restricts them to introduction through upper femoral 
15 sites, where access may be difficult. Further, these systems are too bulky 

and inflexible to access many regions of a patient's vasculature. Accordingly, 

there Is a need for a delivery catheter and graft system capable of 
— — jft£rbaQSt11ifrflW6u'g^^ while maintaining the abliity 'to-reHdbTy*' 

and securely deploy the graft. 



20 



gllMMARY OF THF INVENTION 
This Invention provides a method and graft delivery system which 
minimizes the system's profile to aid its placement and to permit access to 
mor areas f a patient's vasculature. The system g nerally c mprises a 
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prosthetic graft secured to an xpandable anch' ring member, su h as a st nt, 
by a butt-joint attachment means. The delivery system employs a catheter 
with a relatively small diameter flexible shaft and a relatively large diameter 
delivery base to support expansion of the anchoring member. 
5 The graft is attached to the anchoring member in a suitable manner and 

the anchoring member and graft assembly are loaded on the delivery catheter 
in a precise configuration to minimize the system's profile. Since anchoring 
members have a finite degree of expansion, an anchoring member which has 
an expanded diameter large enough to be securely deployed within a given 
10 vessel has a minimum diameter corresponding i6 the anchoring member's 
. most compressed state. To effectively expand the anchoring member, the 
delivery system must have a diameter large enough to support the anchoring 
member in Its most compressed state. Accordingly, the catheter comprises a 
delivery base having a means to expand the anchoring member and a 
15 diameter which approximates the anchoring member's minimum compressed 
diameter to support the anchoring member during deployment. The remainder 
_^>.....of nthexatheter-vShaft ha^^^ diameter than the deliver/ bsss^o-pr^vJds-- 

flexibility. The anchoring member and graft are coaxially threaded over the 
delivery catheter and positioned with the anchoring member over the delivery 
20 base and the graft over the catheter shaft just proximal to the delivery base. 
In order to minimize the system's profile, the graft does not overiap the 
delivery base because its effective wall thickness is much greater than the 
anchoring member's. Accordingly, the anchoring member and graft have a 
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butt-joint attachment prior to depioyment to avoid overlap between the oraft 
and the delivery base. 

The butt-joint attachment means comprises any means suitable to 
secure the graft to the anchoring member when deployed within the patient's 
5 vasculature and allows the anchoring member and graft to expand during 
deployment. The attachment also minimizes the flow by of blood once the 
graft and anchoring member are deployed. In a preferred embodiment, the 
delivery system is configured so that the expansion of the anchoring member 
pulls the distal end of the graft over the proximal end of the anchoring 
10 member and the final expansion of the anchoring member seals the distal end 
of the graft between the proximal end of the anchoring member and the 
vessel. In other embodiments, a plurality of staples extend from the 
anchoring member and attach the graft via hooks, T-bars, or the like. 
Alternatively, a plurality of ribbons extending from the graft are woven 
1 5 through the anchoring member. This invention also comprises the method of 
deploying a second anchoring member within the deployed graft and first 
anchoring member to overiap at least the upstream edge of the graft, 
sec"GHht^1irfing the graft within the vessti trminnln.re-d^^^ 



by. 

20 The graft delivery systems of this invention provide a means for 

attaching the graft to the anchoring member and a delivery catheter which 
minimize the profile of the system. While the invention has been described 
primarily with respect to a system comprising the catheter loaded with an 
anchoring m mber and graft, it includes the deliv ry catheter alone, kits 
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which include unassembled cathetersr anchoring members and grafts, and 
methods of use. 

BRIEF DESCRIPTION OF TH E DRAWINGS 

5 FIG. 1 Is a longitudinal cross-sectional view of a delivery catheter and 

graft system embodying features of this invention. 

( FIG. 2 Js an elevational view of a prosthetic assembly of the invention 
showing the hook and staple attachment of the anchoring member to the 
graft in their expanded states. FIG. 2a is transverse cross-sectional view of 
10 graft and attachment taken at 2a-2a of Fig 2. 

FIG. 3 is an elevational view of a prosthetic assembly of the invention 
showing the hook and staple attachment of the anchoring member to the 
graft in their compressed states. FIG. 3a is transverse cross-sectional view of 
graft and attachment taken at 3a-3a of Fig 3. 
15 FiGs. 4a-c illustrate a prosthetic assembly of the invention having a 

graft overlapping attachment of the anchoring member, showing the 
L4ee»^»aitaKA>st^^ 3n(j expanded states, ?esp2Ctiv^y^"^'"^Gi'4<i>lllustfst©s^ 

an iaiternate embodiment of the anchoring member. 

FIGs. 5-6 illustrate prosthetic assemblies of the invention having 
20 attachment means employing graft ribbons. 

FIG. 7 illustrates a prosthetic assembly of the invention having 
attachment means employing wires woven into the graft. 

FIG. 8 illustrates a method of the invention using a second anchoring 
member to further seal and secure the graft. 
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ppTAll pn Dgg CBlPTinM OF THE INVENTION 
FIG. 1 is a elevational view in section illustrating a cathet r system 10 
embodying features of the Invention which generally comprises a catheter 11 
with an aortic graft 12 attached to an expandable anchoring member, stent 
5 13, loaded for delivery. The catheter 1 1 comprises a flexible catheter shaft 
14 with proximal and distal ends, an inflation lumen 15 and a guldewire 
lumen 16. A delivery base 17 is located on a distal portion of the catheter 
shaft 14 and has a substantially larger outer diameter than the adjacent 
catheter shaft 14. A thin-walled retractable sheath 18 is slidably disposed 
1 0 over the catheter 1 1 and configured so that it can cover the stent 13 and 
attached graft 12 during introduction and placement of the catheter system 
10 and be withdrawn once they are in an appropriate position within the 
patient. 

In this embodiment, the means for expanding stent 13 comprises an 
15 inflatable balloon 19 posltloned over delivery base 17 and in fluid 

communication with the inflation lumen 15 through inflation passage 20, but 
other means or the use of a self-expanding anchoring member are suitable. 

The distal end of the graft 15 :s sscurcdihs proximal end of-st®r!t1% 
by a butt-joint attachment means 21. Means of attachment include 
20 employing hooks and staples, a graft overlapping anchoring member 

configuration, graft ribbons or woven wires as discussed below regarding 
RGs 2-7. In general, attachment of graft 12 to stent 13 provides sufficient 
support to retain the graft 1 2 at the desired location within a patient's 
vasculatur once stent 13 is deployed. There are also sufficient points of 

6 
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anachment to support the graft 12 in an open position nee graft 12 and 
stent 13 are expanded, helping seal the graft 12 in the vessel and minimizing 
flow by of blood. 

As shown in RGs. 2-3, the effective wall thickness of stent 13 does 
5 not change between the pre-expanded and expanded states. On the other 

1 

hand, the graft 12 bunches when compressed to conform to the catheter 
I shaft 14 apt;! forms overlaps and pleats, effectively Increasing its wall 
thickness as shown In FIG. 4a. stent 13 and graft 12 are coaxlally threaded 
over the catheter 11 so that stent 13 is positioned over the increased 
10 diameter delivery base 17 and the graft 13 is positioned over the narrow 
diameter distal section catheter shaft 14 proximal to the delivery base as 
shown in R6. 1. Graft 12 and stent 13 have a butt-joint attachment prior to 
deployment, so that graft 12 does not overlap with the stent 13 or the 
delivery base 17. Employing a butt-joint attachment between the anchoring 
1 5 member and the graft saves approximately 5.1 mm from the diameter of 

system 10 over conventional systems. Accordingly, the delivery catheters of 
this Inventlorwsve-an ins@^Hi#jRh diameteF^f^ess 'tha^^^ 
about 6 mm. This allows system 10 to present a small outer diameter for 
introduction into the body, preferably through the femoral artery, while 
20 maintaining the flexibility necessary to pass through' tortuous regions of a 
patient's vasculature. 

The diameter of the delivery base 17 should be between about 1.1 and 
4.0 times greater than the diameter f the cathet r shaft 14 and preferably 
between about 2.0 to 2.5 times gr ater in rder to pr vide support for the 
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expansion f st nt 13. Gen rally, the length of the delivery base 17 
preferably Is at least as long as the inflatable balloon 19 and may be up to 
two times or more the length of the balloon 19. The balloon 19 may be 
Shorter or longer than the stent 13. In one embodiment, a 5F catheter shaft 

5 (1.7 mm) is coupled with a 1 2F delivery base (4 mm) which Is about 13 mm 
longer than the anchoring member. 

Preferably, the stent 13 Is a Bronco* stent, available from Advanced 
Cardiovascular Systems. Inc. of Santa Clara. CA. As shown in FIG. 3. for 
example, it comprises a framework having a series circular expanding 

10 members 22 joined by tie bars 23 to form an open cylinder. The expanding 

members 22 have a generally sinusoidal shape with the sinusoid forming the 
wall of the cylinder. When expanded, the diameter of the expanding 
members 22 Increases as the amplitude of the sinusoid flattens out as shown 
ir, RG. 2. AS a result of this design, the length of stent 13 does not change 

15 substantially wfhen expanded. 

Other means of expanding the stent 13 may be employed. Stent 13 
could be constructed from shape-memory materials causing It to revert to Its 
-Txpandeampim^f^mr^^^^^^ thin-walled 
sheath 18 would restrain anchoring member 12 until properly positioned. 

20 The proximal end of catheter shaft 14 has a cap 24 bonded the end to 

provide access to inflation lumen 15 and guidewire lumen 16. The 
configuration of cap 24 allows It to mate with a multi-arm adaptor mot 

sh wn) that supplies inflation fluid and allows guidewire cpntrol ln a 

c nventl nal manner. Cap 24 is preferably f rmed from metal, although ther 

8 
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materiaiis such as plastics are suitable. The diameter df cap 24 allows th 
compressed graft 12 and stent 13 to be threaded over the proximal end f 
catheter shaft 14, since when graft 12 is compressed, it will not fit over 
delivery base 17. 

5 FIGs. 2*3 detail the hooic and staple butt-joint attachment means 21 of 

the graft 12 to the stent 13. A plurality of staples 25 extend from the 
proximal end of the anchoring member and engage the graft with a hook 26 
or a T-bar 27 as shown in FIG. 4. Other suitable means for engaging the 
graft 13 may be located at the end of each staple 25. As shown in FIGs. 2- 

10 3, the staples 25 are separate elements which are anached to the proximal 
, end of stent 13 by suitable means, such as welding, bonding or bending the 
end of each staple 25 around the stent 13. Ahernatively, the stent 13 may 
be configured so that it has integral extensions of the anchoring member 
shaped in the form the staples which may be use to connect the stent 13 to 

15 the graft 12. 

FIGs. 4a-c illustrate an alternate, prefenred means of anachment. In 
«^ ^thSs em!sodl^e«9$r^tapie&^^3fe<^aGheG^ member 22a near*^ 

the proximal end of the stent 13, leaving at least one expanding member 22b 
more proximal to the graft 12. T-bars 27 at the ends of the staples 25 

20 engage a portion of the distal end of the graft 12. The staples 25 are 

attached to the portion of the expanding member 22a closest to the graft 12. 
As depicted in FIGs. 4b-c, the sinusoidal expanding member 22a flanens out 
during xpansi n. Since the overall length of the stent 13 does not change 
during expansi n, the distal end f graft 12 Is pulled towards and v r at 



PCT/US9Sa453S 

96^4808 

least one expanding member 22b at the proximal end of stent 13. The 
xpansion of expanding member 22b acts to seal the op ning f the graft 12 
to the patient's vessel. In one embodiment, the axial distance between the 
point of attachment of tie bar 23 and staples 25 to expanding member 24b is 
4.45 mm when the stent 13 is compressed. When expanded, this distance is 
reduced to 2.92 mm. The expansion produces about 1 .5 mm of movement 
to pull distal end of graft 1 2 over the proximal end of stent 13. 

Scent 13 in RG. 4d illustrates a configuration to maximize the relative 
motion of the graft 12. Sinusoidal expanding member 22c has varyino 
amplitudes with the greatest amplitude oriented towards the graft 12. 
Accordingly, the flattening of this sinusoid when stent 13 is expanded pulls 
the staples 25 a relatively greater distance than expanding members without 

varying amplitudes. 

As shown in FIG. 4b. means for differential expansion expands the 
distal end of stent 13 before the proximal end. This allows graft 12 to be 
pulled over expanding member 22b before It expands. In one embodiment, 
stent 13 is formed so that the proximal portion comprises a heavier gauge 
-rreteMmWRSWMI ltoftir^^ the distal portion expands bsf af 5 ihs- 
proximal portion. In other embodiments, the inflatable balloon 19 may be 
formed from material of varying resilience so that the distal portion of the 
balloon expands before the proximal portion. A multi-balloon system allowing 
sequential expansion may also be employed. Differential expansion in 
embodiments comprising a self-expanding anchoring member may be 
achiev d In many suitable ways. For example. In embodiments where stent 

10 
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13 is f rmed from NiTi alloys, the xpandihg memb 22 could b f rmed 
fr m alloys having slightly different transition temperatures in the distal 
portion and the proximal portion. Alternatively, the restraining sheath 18 
could be withdrawn from the distal portion of stent 13 while still restraining 
5 the proximal portion. 

RGs. 5-7 show alternative anchoring member to graft attachments. In 
FIGs. 5 and 6, portions of the distal end of graft 12 have been removed to 
leave a plurality of graft ribbons 28 disposed radially around the distal end of 
graft 12. In RG. 5, the ribbons 28 are wound around the tie bars 23 of stent 
10 13. in FIG. 6, the ribbons 28 are wound in and out of adjacent expanding 
members 23 on stent 13. in both situations, only a small portion of graft 12 
(the ribbons 28) is used In the attachment, so the overlap of these portions 
with stent 13 and delivery base 17 when loaded on catheter system 10 does 
not substantially increase the system's profile. Instead of being integral 
15 extensions of the graft, graft ribbons 28 may also be separate elements 

attached to graft 12 by any suitable means. In FIG. 7, a plurality of wires 29, 
-^-^^'l^feferably^taifrtesa'StGsI^^ Into graft 12. The free or^^ of^^e^^^iA^z^s^^^ 

29 are attached to stent 13 by any suitable means, including welding, 
soldering, bonding and tying. 
20 The anchoring members may be formed from any suitable material, 

including tantalum, stainless steel, other metals and polymers and when 
employing a self-expanding anchoring member, shape-memory nietals such as 
Niti alloys, the anchoring member may als be coated with a polymer r 
seeded with endothelial cejis t further inhibit thrombosis. G n rally, the 
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anchoring rti mber is formed In its pre-ejcp^nded state. Once attach d to the 
graft and p sitioned ver the delivery base 17, the anchprino member may be 
crirriped down to a slightly smaller Inner diameter to secure the assernblY 
during Introduction and to further reduce the delivery diameter. Anchoring 
5 member configurations are suitable so long as they are self supporting within 
the aortic passageway while providing suitable means for attachment to hold 
the graft In place. 

The grafts of this Invention are intact tubes, preferably constructed of a 
synthetic yarn, monofilamant or nriultlfUarnent, formed, from materials such as 
1 0 polyesters (Including Dacrpnf). polytetrafluprpethylene (TOEU polyurethane 
and nylon. Dacron? in particular, a rnultifilament comppsed of polyethylene 
terephthalate (PED* has been shown to be suitable and may promote 
forrtiatlon of Intlma. The synthetic material may b^ 
woven grafts are generally stronger and less porous vyhUe knit grafts are 
1 5 softer and more porous. Additionally, the surface of the synthetic material 
may be texturized and vyoven or knit to form a valour surfMe vyhlch generally 
facilitates growth of tissue from the surrounding lumen through ths velpur 
"^^to^^ng-hSIJ^ the graft. If desirable, the graft may Ije blfMrcated. 

The catheter shaft 14 may be formed from ariy suitably flexible 
20 material, such as pseudoelastic metals (e.^, NiTi alloys) and a wide range of 
conventional polymers. Preferably, the catheter shaft 14 Is formed from an 
extrudable polymer such as polyethylene (PE), The dellv^ 
formed as an Integral part of the. shffl 14 as shovyn or may be a separate 
el ment which is attached to the shaft in any suitable mann r. 

12 



W096/14Mn PCTAJS95/14S35 

The inflatable balloon 19 preferably may be en essentially non* 
distensible inflatable balloon to provide the degree of expansi n control and 
durability necessary td effectively anchor the anchoring member. The balloon 
may be formed from any suitable material such as PE, polyethylene 
5 terephthalate (PET) or nylon or other polyamide* 

The use of the catheter system 10 generally follows conventional 
procedures. In particular* a giiidewire (not shown) is backloaded into 
guidewire receiving lumen 16 of the catheter 11 with sheath 18 extending 
over the compressed and loaded graft 12 and attached stent 13. The 

10 catheter system 1 1 and guidewire are percutaneously introduced by means of , 
conventional cut down techniques in the patient's arterial system, generally 
through the femoral artery. The guidewire is advanced out delivery catheter 
11 and up the aorta via fluoroscopic imaging until it crosses the aneurysm. 
Then the catheter 11 is advanced over the guidewire until the stent 13 is 

15 positioned within the aorta adjacent to healthy tissue upstream from the 
aneurysm. The sheath 18 Is retracted to expose the stent 13 and the graft 

2^^<M3!allaon 19 Is inflated to expanCLtlie Stent laja^Jj^Lfej UlllQ..^ .. ^^ .. 
aorta. The balloon 19 is then deflated and the catheter 11 is removed, 
leaving the anchored anchoring niember and graft in place. 

20 Once deployed, the attachment of the graft to the anchoring member 

and the sealing of the graft to the patient's vessel nnay be improved by 
deploying a second anchoring member as illustrated in FIG. 8. Once the first 
stent 13 and attached graft 12 are deployed within a patient's vessel 30, a 
s cond anchoring rnemb r 31 without an attach d graft is deployed coaxially 
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Within the stent 13 and graft 12. The second anchoring member overlaps th 
attachment betwe n first stent 13 and graft 12 to sandwich the graft 12 
against the vessel, further minimizing flow by. Preferably, the second 
anchoring member 31 is approximately two times the length of the first stent 
5 13 and extends past the distal end of the first stent 13. 

The invention has been described herein primarily with reference to 
presently preferred embodiments. However, it should be recognized that 
various "modifications and Improvements can be made to the invention 
without departing from the scope thereof . 
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1 1 . A graft delivery system comprising: 

2 a) a catheter having: 

3 i) an elongated shaft with a first outer diameter; and 

4 ii) a delivery base on a distal portion of the catheter 

5 shaft which has a second outer diameter, larger than the first 

6 outer diameter; 

7 b) an aortic graft in a compressed state with proximal and 

8 distal ends and mounted on the catheter shaft proximally adjacent to 

9 the delivery base; 

10 c) an expandable anchoring member which is mounted on 

1 1 the delivery base and is secured to the distal end of the graft by a butt* 

12 joint attachment means; and 

13 d) means on the delivery base for expanding the anchoring 

14 member. 

1 2. The graft delivery system of claim 1 wherein the means for 

2 expanding the anchoring member includes an inflatable member located on 

■ ' • • • • ■ 

3 the delivery base. 

1 3. The graft delivery system of claim 2 including an inflation lumen 

2 extending through the catheter shaft in fluid communication with the inter! r 

3 f the inflatable member and the inflation lumen. 
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^ 4. The graft delivery system of claim 1 wherein the diamet r of the 

2 delivery base Is from about 1 .1 to about 4.0 times greater than the diamet r 

3 of the catheter shaft. 

1 5. The graft delivery system of claim 4 wherein the diameter of the 

2 delivery base is from about 2.0 to abput 2,5 times greater than the diameter 

3 of the catheter Shaft. 

1 6. The graft delivery system of claim 1 wherein the system has an 

2 outer diameter of less than about 7 mm. 

1 7. The graft delivery system of claim 1 wherein the anchoring 

2 member comprisief a stent. 

1 8. Thf graft delivery system of claim 1 wherein the butt-joint 

2 attachment means comprises a plurality of staples radially disposed around 

3 the anchoring member having means for engaging the graft. 



1 9. jhe graft delivery system of claim 8 wherein the means for 

2 engaging the graft comprise hooks. 

1 1 0. The graft delivery system of claim 8 wherein the means for 

2 engaging the greft comprise T-bars. 
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1 1 f. The graft delivery system of claim 7 wherein th butt-joint 

2 attachment rtiea a plurality of graft ritibpns extending fr m the 

3 distal end of the graft wound through the anchoring member. 

1 12. The graft delivery system of claim 1 wherein the butt-joint 

2 attachment means comprises a plurality wires woven Into the graft and 
3t secured to the anchoring member. 

1 13. The graft delivery system of claim 1 wherein the anchoring 

2 member ^bmpris^^^ and distal ends and a plurality of 

3 sinusbidal c expahdihg members and wherein the butt*joint attachment 

4 means cTomprise^^ 

5 a) a plurality of staples having means for engagirig the graft; 

6 b) a first expanding member positioned such that at least a 

7 siecbhd expanding menniber is between^the first expanding member and 

8 the proxtmai end of the anc^^ 

9. -~.:r^....:..-ti the staples attached^lOr tha^irst expanding member such 

6 that expahsidh df the first expanding member causes the staples to pull 

1 the distal end of this graft over the second expanding member. 

1 1 4; the graft delivery system of claim 1 3 wherein the stent is 



2 configured so that when the stent expands; the distal end expands before the 

3 proximal end. 
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1 15; the graft deliv ry system of claim 13 wherein the means f r 

t ■ ' 

2 xi>ah(Ji«o th stent expartds tha distal end of the st nt bef r the proximal 

3 end. 

1 16/ Agfaftdellve^^ 

2 a) a catheter having an elongated shaft and a relatively small 

3 outer diameter; 

4 b) a delivery base on a distal portion of the catheter shaft 

5 which has ia felatively la^^ 

6 cy a prosthetic assenibly comprising an aortic graft 1^ 

7 c<mipressed stata vvlth proximal and distal ends and a self-expandlnq 

8 anchoring member which is secured to the distal end Pf thasgraft by f 

9 butt-jolht attachrtient rneans; and 

^ Q the assembly disposed on the catheter such that the graft 

1 1 is disposed on the catheter shaft without overlapping the delivery base 

12 and the anchoring member is disposed on the delivery base. 

2 anchbrlhg member is formed from shape-memory material, 

1 18. The graft delivery system of claim 17 wherein the anchoring 

2 member Is formed from a NiTi alloy. 

1 19. A catheter for delivering a graft comprising: 
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2 8) a catheter having an el ngated shaft and a first out r 

3 diameter; 

4 b) a delivery base on a distal portion of the catheter shaft 

5 which has a second diameter, larger than the first diameter; and 

6 c) means on the delivery base for deploying the graft within 

7 the aorta. 

1 20. The catheter of claim 19 wherein the deploying means comprises 

2 an Inflatable balloon. 

1 . 21 . The catheter of claim 20 including an inflation lumen extending 

2 through the catheter shaft in fluid communication with the interior of the 

3 inflatable balloon and the inflation lumen. 

1 22. The catheter of claim 19 the diameter of the delivery base is 

2 from about 1.1 to about 4.0 times greater than the diameter of the catheter 

1 23. The catheter of claim 22 wherein the diameter of the delivery 

2 base is from about 2.0 to about 2.5 times greater than the diameter of the 

3 catheter shaft. 

1 24. A prosthetic assembly comprising an aortic graft in a 

2 compress d state with proximal and distal ends and an expandable anchoring 
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3 member which is s cured t the distal er>d of the graft by a butt-joint 

4 attachment means. 

1 25. The prosthetic assembly of claim 24 wherein the anchoring 

2 member is self-expanding. 

1 26. The prosthetic assembly of claim 25 wherein the anchoring 

2 member is formed from shape-memory material. 

1 27. The prosthetic assembly of claim 26 wherein the anchoring 

2 member is formed from a NHl alloy. 

,1 28. The prosthetic assembly of claim 24 wherein the butt-ioint 

2 attachment means comprises a plurality of staples radially disposed around 

3 the anchoring member having means for engaging the graft. 

1 29. The prosthetic assembly of claim 28 wherein the means for 



2 engaging the graft comprise hooks. 

1 30. The prosthetic assembly of claim 28 wherein the means for 

2 engaging the graft comprise T-bars. 
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1 31. The prosthetic assembly of claim 24 wher In th butt-j Int 

2 attachment means comprises a plurality of graft ribbons extending from the 

3 distal end of the graft wound through the anchoring member. 

1 32. The prosthetic assembly of claim 24 wherein the butt-joint 

2 attachment means comprises a plurality of wires woven into the graft and 

3 ' secured to the anchoring member. 

1 33. The prosthetic assembly of claim 24 wherein the butt-loint 

2 attachment means causes longitudinal movement of the graft when the 

3 anchoring member is expanded. 

1 34. The prosthetic assembly of claim 33 wherein the anchoring 

2 member comprises a stent having proximal and distal ends, a first sinusoidal 

3 circular expanding member more proximal to the graft than a second 

4 sinusoidal expanding member, and the butt-joint attachment means secured 
" 5'" To the leiond' sinusoidal expanding member so iSiat when the sscond 

6 sinusoidal expanding member expands it causes longitudinal movement of the 

7 graft which pulls the distal end of the graft over the first sinusoidal expanding 

8 member. 

1 35. The prosthetic assembly of claim 34 wherein the butt-joint 

2 attachment means comprises a plurality of staples radially disposed around 
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3 th sec nd sinusoidal expanding member haying means for engaging the 

■ I ■ 

4 graffc 

1 36. The prosthetic assembly of claim 34 wherein the anchoring 

2 member Is configured so that when the anchoring member expands, the distal 

3 end expands before the proximal end. 

1 37. The prosthetic assembly of claim 34 wherein the anchoring 

2 member comprises a 5eif--expanding stent. 

1 38. A itit for deploying a graft to repair a portion of a patient/is aorta 

2 comprising: 

3 a) 8 delivery catheter coinnprisinQ a catheter having an 

4 elongated shaft and a first outer diameter, a delivery base on a distal 

5 portion of the catheter shaft having a second diarneter which is larger 

6 than the first diameter, and rneans for deploying the graft within the 

7 aorta. 



.... 
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b) an aortic graft which h^^ 
which is configured to be disposed aboi|t the catheter shaft vyhen In a 



10 



compressed state; and 



11 



13 



12 



c) an expandable anchoring member which is secured to the 
distal end of the graft by buttTjpint attachment means and which Is 
c nfigured to be disposed on the delivery base on the catheter shaft. 
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1 39. The kit of claim 38 wher in the deploying means compris s an 

2 inflatable balloon. 



1 40. The Icit of claim 39 wherein the delivery catheter includes an 

2 inflation lumen extending through the catheter shaft in fluid communication 

3 with the Interior of the inflatable balloon and the inflation lunnen. 

1 41 . The kit of claim 38 wherein the diameter of the delivery base is 

2 from about 1.1 to about 4.0 times greater than the diameter of the catheter 

3 shaft. 

1 42. The kit of claim 38 wherein the graft and anchoring means 

2 disposed on the delivery catheter have an insertion diameter of less than 

3 about 7 mm. 

1 43. The kit of claim 38 wherein the butt-joint attachment means 

2 comprises a pluraii^ of dispbsed around the ahchdring 

3 member having means for engaging the graft. 

1 44. The kit of claim 43 wherein the means for engaging the graft 

2 comprise hooks. 

1 45. The kit of claim 43 wherein the means for engaging the graft 

2 c mprise T-bars. 
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1 46. The kit f claim 38 wherein the butt-joint attachment means 

2 comprises a plurality of graft ribbons extending fr m the distal end of the 

3 graft wound through the anchoring member. 

1 47. The kit of claim 38 wherein the butt-joint attachment means 

2 comprises a plurality of wires woven into the graft and secured to the 

3 anchoring member. 

1 48. The kit of claim 38 wherein the anchoring member coniprlses a^ 

2 stent having proximal and distal ends and a plurality of sinusoidal circular 

3 expanding members and wherein the butt-joint attachment means comprises: 

4 a) a plurality of staples having rneans for engaging the graft; 

5 b) a first expanding menrtber positioned such that at least a 

6 second expanding member is between the first expanding member and 

7 the proximal end of the anchoring member; and 

8 c) the staples anached to the first expanding member such 

9 that expansion of the first expanding member causes the staples to pull 
10 " ^ the distal end of the graft dvsrt^^^^^^^ 

1 49. The kit of claim 48 wherein the anchoring member Is configured 

2 so that when the anchoring member expands, the distal end expands before 

3 the proximal end. 
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1 50. The kit of claim 48 wherein the means for xpandtng the 

2 anchoring member expands the distal end of the anchoring memb r before 

3 the proximal end. 

1 51. A kit for repairing a portion of a patient's vasculature comprising: 

2 a) a delivery catheter comprising a catheter having an 

3 elongated shaft and a relatively small outer diameter, a delivery base on 

4 a distal portion of the catheter shaft which has a relath/ely large 

5 diameter, and means on the delivery base for anchoring the graft within 

6 the aorta. 

7. b) an aortic graft which has proximal and distal ends and 

8 which is configured to be disposed about the catheter shaft when in a 

9 compressed state; and 

10 c) a self-expanding anchoring member which is secured to 

11 the distal end of the graft by butt-joint attachment means and which is 

12 configured to be disposed on the delivery base on the catheter shaft. 

1 52. The kit of claim 51 wherein the self-expanding anchoring 

2 member is formed from shape-memory material. 

1 53. The kit of claim 52 wherein the anchoring member is formed 



2 from a NiTi alloy. 



25 



- u^'^K.--' • ■ . PCIAJS95/1453S' ■ 

W096/i48M 

1 ' 54. A it^tKod f r repalnHg i pdrtibn Of 8 

2 c mprisino the steps f: 

3 a) providing a catheter assembly having: 

^ 1, a catheter comprising an elongated shaft with a 

5 first outer diameter; 

g 2) a delivery base on a distal portion of the catheter 

7 shaft which has a second diameter, larger than the first 

8 ' ' diarriiBtef; and 

g 3) a prosthetic assembly coiroaM^^^^^^ 

10 compressed state with proximal and distal ends and an 

11 expandable ahchbrihg member v^hlch Is securfed to the distal end 

of the graft by a butt-joint attachment means, the assembly 

disposed on the catheter such that the graft is disposed on the 

cathetei^ shaft without overlapping the delivery base and the 

anchbrihfl membeMs dWfk>sW on the dell^^^^^ 

b) advahcihd the catheter assembly with the prosthetic 

1 7 assembly to the desired location in the patient's vasculature; and 

assembly within the pltiem-s' 

19 vasculature. 

1 55. the meWibd for rbpairing a pbrtldrt of a patient's vasculature of 

2 claim 54 wherein the anchoring member comprises a stent with proximal and 

3 distal ends and a plurality of sinusoidal circular expanding members and 

4 wh r In the butt-joint attachment means compris s: 

26 
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5 a) a plurality of staples having means for engaging the graft; 

6 b) a first expanding member positioned such that at least a 

7 second expanding member is between the first expanding member and 
6 the proximal end of the anchoring member; and 

9 c) the staples attached to the first expanding member such 

10 that expanstbh 

1 1 ^ the distal end of the graft ovier thie second expanding membier, 

12 further comprising the step of expanding the stent so that the distal end of 

1 3 the graft is pulled over the second expanding member. 

1 56* The method for repairing a portion of a patient's vasculature of 

2 claim 55 wherein the distal end of the anchoring member is expanded before 

3 the proximal end. 

1 57. A method for repairing a portion of a patient's vessel comprising 

2 the steps of: 

•,JL J)^,^ . prpylding a^pr^^ assembly comprising.,a graft having. 

4 proximal and distal ends and an expandable anchoring member having 

5 proximal and distal ends with the distal end of the graft secured to the 

6 proximal end of the anchoring member; 

7 b) deploying the prosthetic assembly at a desired location in 

8 a patient's vessel; and 
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g b) deploying a second expandable anchoring member 

10 coaxlallv within the pr sthetic assembly so that the sec nd anchoring 

1 1 member seals a distal portion of the graft against the patient's vessel. 

1 58. The method for repairing a portion of a patient's vessel of claim 

2 57 further comprising the step of deploying the second anchoring member so 

3 that it extends past the distal end of the first anchoring member. 
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